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	A Manual of Operations must be established
	A MOP facilitates consistency in protocol implementation and data collection across study participants and sites. 


	

	A biospecimen collection plan must be established
	The biospecimen collection plan must include information on

1. Material types

2. Number of biospecimens

3. Volume and collection schedule of biospecimens


	

	Acceptable Standard Operating Procedures must be in place 
	Documented procedures that describe what, who and how all processes will be completed for the collection, processing, storage, and transfer of samples.  

A single set of standard operating procedures must be used across all sites participating in a collection.  Justification must be provided for any deviations.


	

	Worksheets and forms for record-keeping of sample collection must be designed and used consistently throughout the sample collection period
	Meticulous record-keeping is essential to ensure that all relevant variables are captured.  
	

	Appropriate labeling procedures must be developed
	Labels must be tested to ensure that they will adhere to the vials and remain legible over time.   All samples submitted to the NHLBI Biorepository must be labeled with a coded identifier (i.e., accession number) in both human readable and bar-code format. 


	

	A data collection/data management plan must be in place
	The data collection/data management plan must contain:

· Specify the data elements to be collected

· The technology to be used to electronically record and store these data
· Plans for data quality assurance/quality control (QA/QC)

  
	

	QA/QC plans that are specific to the research to be conducted must be in place
	Formalized QA/QC plans must address, training, competency and monitoring.  They should be customized for the intended and potential uses of biospecimens that will be collected and stored.  


	

	Collections must conform with ethical, legal and policy requirements
	An informed consent document must be used which is specific to the future use of biospecimens in the context of a shared biospecimen resource.  It is strongly encouraged that new studies employ a separate consent for biospecimens which are intended to become a shared resource.  


	


